
Dr. Peter Klug 
Dr. Reinhard Kreiling 
Clariant GmbH 
Div. Functional Chemicals 
R&D Personal Care 
65926 Frankfurt/Main 
Germany 
Tel. + 49-69-305-18100 
Fax. +49-69-3 18435 
peter.klu&&lariant. 

e - C lariant 

FDA Docket No. 2004N-0050 

Safety and Effectiveness Information for 
P iroctone O lam ine 

Submitted Pursuant to 21 C.F.R. 5 330.14(f) 
and 5 330.10(a)(2) 

August 13,2004 

References (Safety) 
R l-R26 

Vol. 2 of 6 



Safety References 
(vol. 2) 

(Rl) Acute oral toxicity of H 72 6146 A (Octopirox) in female SPF-Wistar rats, Study-No. 

74.0229, Hoechst AG. 

(R2) Acute oral toxicity of H 72 6146 A (Octopirox) in male and female beagle-dogs; Study 

No. 74.0205, Hoechst AG. 

(R3) Acute dermal toxicity of OctopiroxB in male and female Wistar rats; Study-No. 

86.1448, Hoechst AG. 

(R4) Octopirox@ - Test for primary dermal irritation in the rabbit; Study-No. 86.1390, 

Hoechst AG. 

(R5) Primary skin irritation of a preparation of 0.5 % Octopirox, 12.5 % Steinapol SBFA 30 

(40 %), 0.11 % citric acid and 86.89 % water (pH 7.0) in rabbits (patch test); Report No. 

79.0735, Hoechst AG. 

(R6) Primary skin irritation of a preparation of 1 % Octopirox, 0.33 % citric acid, 75 % PEG 

400 and 23.67 % water (PH 7.0) in rabbits (patch test); Report No. 79.0736, Hoechst AG. 

(R7) Skin tolerance of a preparation of 1.0 % Octopirox (Op. E OOl), 0.3 % citric acid and 

98.7 % 1,2-propylene glycol (pH 7.0) in rabbits; Report-No. 79.0737, Hoechst AG. 

(R8) Primary skin irritation of a preparation of 0.5 % Octopirox, 12.5 % Steinapol SBFA 30 

(40 %), 0.11 % citric acid and 86.89 % water (pH 7.0) in New Zealand rabbits (patch test); 

Report-No. 79.0763, Hoechst AC;. 

(R9) Primary skin irritation of 1 % Octopirox, 0.33 % citric acid, 75 % PEG 400 and 23.67 % 

water (pH 7.0) in Zew Zealand rabbits (patch-test); Report-No. 79.0764, Hoechst AG. 

(R 10) Skin tolerance of a preparation of 1 % Octopirox (Op. e OOl), = 0.3 % citric acid and 

98.7 % 1,2-propylene glycol (PH 7.0) in New Zealand rabbits; Report-No. 79.0765, Hoechst 

AG. 

(R 11) Study of eye irritation of MA REF 0370 (Shampoo with 0.3 % Octopirox) in rabbits; 

Report-No. 77.1099, Hoechst AG. 

(R 12) Study of eye irritation of MA REF 03701 (Shampoo without Octopirox) in rabbits; 

Report-No. 77.1126, Hoechst AG. 

(R 13) Study of eye irritation of MA REF 0380 (Shampoo with 0.3 Octopirox) in rabbits; 

Report-No. 77.1092, Hoechst AG. 



(R 14) Study of eye irritation of MA REF 03801 (Shampoo without Octopirox) in rabbits; 

Report-No. 77.1128, Hoechst AG. 

(R 15) Study of eye irritation of HS REF 03790 (Shampoo with 0,5 % Octopirox) in rabbits; 

Report-No. 77.1127, Hoechst AG. 

(R 16) Study of eye irritation of HS REF 037901 (Shampoo without Octopirox) in rabbits; 

Report-No. 77.1129, Hoechst AG. 

(R 17) Study of eye irritation of Octopirox in aqueous Isopropanol in rabbits; Report-No. 

79.0026, Hoechs#t AG. 

(R 18) Study of eye irritation of aqueous Isopropanol in rabbits; Report-No. 79.0027, Hoechst 

AG. 

(R 19) Testing for sensitizing properties of the substance H 72 6146 A (Octopirox) in the 

guinea pig (by the method of E.V. Buehler); Report-No. 76.0027, Hoechst AG. 

(R 20) Maximization test of Piroctone Olamine in the guinea pig; Report of S. Tanaka, H. 

Morioka, M. Miyamoto and T. Sakaguchi, Hoechst Japan Ltd., Department of Biological 

Science, May 3 1, 1983. 

(R 21) Testing for sensitizing properties of the antidandruff substance H 72 6146 A 

(Octopirox) in humans; Report-No. 75.0881, Hoechst AG. 

(R 22) Photocontact allergy test of Piroxtone Olamine; Tamaka, S.: Morioka, H.; Myamoto, 

M.: Skaguch, T.; Hoechst Japan Ltd., Department of Biological Science, June 1, 1983. 

(R 23) Phototoxicity study with Octopirox in humans; H. Tronier, Hautklinik Dortmund, 8. 

September 1976. 

(R 24) Oral range-finding study (30 days) of Octopirox in SPF-Wistar-rats; Report-No. 

76.0450, Hoechst AG. 

(R 25) A repeated-dose (30 days) oral toxicity study of Octopirox in beagle dogs; Report-No. 

76.0400, Hoechst AG. 

(R 26) Five weeks subcutaneous toxicity of Piroxtone Olamine in rats; Report of S. 

Toyoshima (Kejo Gijuku University, Department of Medical Science), H. Sato (Sasaki 

Research Institute), R. Sato, H. Sato and M. Motoyama (Japan Experimental Medical 

Research Institute Co., Ltd.), August 18, 198 1. 


